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COUNCIL OF MINISTERS REGULATION TO DETERMINE
THE FEE PAYABLE FOR REGISTRATION AND LICENSE OF
FOOD, MEDICINE, HEALTH PROFESSIONAL AND HEALTH

INSTITUTIONS

This Regulation is issued by the Council of
Ministers pursuant to Article 5 of the Definition of Powers
and Duties of the Executive Organs of the Federal
Democratic Republic of Ethiopia Proclamation No.
916/2015, Article 17(1) of the Federal Government of
Ethiopia Financial Administration Proclamation No.
648/2009 and Article 55(1) of the Food, Medicine, and
Health Care Administration and Control Proclamation No.

661/2009.

1. Short Title

This Regulation may be cited as the “Rate of Service
Fees for Food, Medicine, Health Professional and
Health Institutions Registration and Licensing Council

of Ministers Regulation No. 370/2015”.
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2. Definijtion

In this Regulation:

1/ “Proclamation” means the Food, Medicine, and
Health Care Administration and Control
Proclamation No. 661/2009;

2/ “Regulation” means the Food, Medicine, and
Health Care Administration and Control Authority
Regulation No.299/2014;

3/ definitions provided for under the Proclamation

and the Regulation shall be applicable.

3. Service fee

R

1/ Service fees shall be payable in accordance with
the rate prescribed in a schedule 1 and 2 attached
to this Regulation for issuance of certificate of
competence, renewal or replacement of certificates
in case of loss for manufacturers in food, medicine
and cosmetics, to issue permit for new processing
line and to issue permit for changes in
professionals and address of the institution, for
second and third round of pre-license inspection, to
permit a new method of manufacturing, for
changes of the name of the institution and to issue
permit for additional institution for the same
purpose.

2/ Service fees shall be payable in accordance with
the rate prescribed in a schedule 3 attached to thi
Regulation for issuance renewal and replacemen
of certificate of competence in case of loss fo
importers and wholesale of food, medicine
cosmetics, medical equipment and supplies, an
tobacco, to issue permit for additional storage an
to issue permit for changes in professionals an
address of the institution; for second and thir
round of pre-license inspection, for changes of tt
name of the institution and to issue permit fi

additional institution for the same purpose.

At
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A9 iy &30 2C (042 Ll '?"im(.’}'r Regulation for issuance, renewal and replacement
i (Havata tavh el PRIADINCT NG in case of loss of medicine purchase license for
LhEAA health institutions.

i/ Ang QAov- 2P Pov.¢  PNING LI 4/ Service fees shall be payable in accordance with
ACHLWT AYTTTET ARLAT Dy &7 OC the rate prescribed in a schedule 5 attached to this
N+eeHa »ImdAr & (Otaphto doo’y Regulation for issuance and renewal of health
o\t PRIADNT hGe e 2 h&.'\t?\:: professionals’ registration and license.

& harer RIC ORACXEe  oOr  Aovsr ot 5/ Service fees shall be payable in accordance with
A%oomG hATPRE 0L o RIC Y80 the rate prescribed in a schedule 6 attached to this
AGo e A“LLAT PG QAP LPT Pav.g Regulation for issuance of registration certificate
PRI L.2L ACTHERLTS (e AL PATO-S for foreign health professionals' to be employed in
RE909° o IneB, TINCE ACIVTE DLy &7 Ethiopia and to an Ethiopian health professional
2C (HLeHD- AT % (Havdhdo- 4o intending to work in a foreign country, and for
WAL PRIAINT NGLe LhaAd:: issuance of letter of good standing.

# tmnG AR+ ALO PNPT YU 6/ Service fees shall be payable in accordance with
ATYTTT ARLATT  RILU9C a.m4  9°+h the rate prescribed in a schedule 7 attached to this
AN 0-ATES YaOTE HC PLav LPE Regulation for issuance, renewal and replacement
AaThs: AhL.0 PRIADN T HCG: certificate of competence in case of loss for health
l\tlnua..rm(.‘z PRECT PAAD-PG PLCET O9° institutions, for second and third round of pre-
ADP  ADILLAG RAD TR (I license inspection, for changes of the name of the
AP L MY 20 2C (L eNa wIneir institution, professionals and the address of the
% (eboniidn. . G ol SR A institution itself and to issue permit for

establishment of additional institution for the same
he g LhéAA::
purpose.
Z/ (oo f§ avaor-m, (IC @& VIC 0P A“LN- 7/ Service fees shall be payable in accordance with
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the rate prescribed in a schedule 8 attached to this
Regulation at the port of entry and exit for the
inspection food which are to be imported and

exported.

8/ Service fees shall be payable in accordance with
the rate prescribed in a schedule 9 attached to this
Regulation at the port of entry for import of

medicines, medical raw materials, medical devices,
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cosmetics, cosmetics raw materials, tobacco, for
undertake post mortem inspection and undertaking

fumigation for airplanes departing from  the
country.

9/ Service fees shall be payable in accordance with
the rate prescribed in a schedule 10 attached to this
Regulation at the port of exit for inspection of
export medicines, medical raw materials, medical
devices, cosmetics, cosmetics raw materials and

tobacco.

© 10/ Service fees shall be payable in accordance with

the rate prescribed in a schedule 11 attached to this
Regulation to give license of agent or change of
agent, to register additional agent, for renewal and
for replacement in case of loss of same for a
foreign based food, medicine, medical devices and

cosmetics manufacturers.

11/ Service fees shall be payable in accordance with
the rate prescribed in a schedule 12 attached to this
Regulation to register food, medicine, medical
devices, medical equipment and supplies and
cosmetics for pre-screening dossier evaluation, for

second and third round documents pre-inspection.

12/ Service fees shall be payable in accordance with
the rate prescribed in a schedule 13 attached to thi
Regulation for dossier evaluation to register o
reregiéter food, medicine, medical devices an(
cosmetics and for registration of major or mino

variation.

| R
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13/ Service fees shall be payable in accordance with
the rate prescribed in a schedule 14 attached to this
Regulation to monitor a proper disposal of
products or inputs ordered to be disposed and for

preparation of certificate.

14/ Service fees shall be payable in accordance with
the rate prescribed in a schedule 15 attached to this
Regulation to issue or renew Certificate of
Pharmaceuticals Products, Free Sale Certificate
and Good Manufacturing Practice for local and

cosmetics

foreign  food, medicine and

manufacturers.

15/ Service fees shall be payable in accordance with
the rate prescribed in a schedule 16 attached to this
Regulation to get permit for branch office in

Ethiopia for foreign based medicine manufacturers.

16/ Service fees shall be payable in accordance with

the rate prescribed in a schedule 17 of attached to
this Regulation to issue or renew license or for
replacement of license in case of loss for of
consultancy service provided in sectors which are

inherently under the supervision of the Authority.

17/ Service fees shall be payable in accordance with
the rate prescribed in a schedule 18 attached to this
Regulation for inspection of Good Manufacturing
Practice to be conducted abroad to register and

import medicines.

18/ Service fees shall be payable in accordance with
the rate prescribed in a schedule 19 attached to this

Regulation for clinical trial control.
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19/ Service fees shall be payable in accordance with,
the rate prescribed in a schedule 20 attached to this
Regulation for registration, renewal of registration

or variation of-medicine for laboratory test.

20/ Service fees shall be payable in accordance with
the rate prescribed in 2 schedule 21 attached to this
Regulation for the authority’s service regarding

laboratory test of medicines.

21/ Service fees shall be payable in accordance witt
the rate prescribed in a schedule 22 attached to thi
Regulation for the Authority’s service regarding

laboratory test of food.

22/ Service fees shall be payable in accordance wit
the rate prescribed in a schedule 23 attached to thi
Regulation for the Authority’s service regardin

laboratory test of toxicology.

This Regulation shall enter in to force on the date

publication in the Federal Negarit Gazette.

Done at Addis Ababa, this 11" day of January, 2016.

HAILEMARIAM DESSALEGN

PRIME MINISTER OF THE FEDERAL DEMOCRATIC
REPUBLIC OF ETHIOPIA-
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st U L o LFPL ACtLt ACH+LhAE 7h
PhAco: Par FHIPOCT REA AC e AEAT ATTVTH ATYTT T (MG
AT TTE A0C anc
1 | 0EAAE S RS TS, 100 50 50
2 | by 100 50 50
3 | AT £ 100 50 50
4 | PaoBaulp L7146 100 50 50
5 | 817877 100 50 50
6 | ACtaht 100 50 50

s haoir KIC A9oomG @mEOSE WG A“LLE. PaS Qfee- P9 Poop UG 4L OCHERTT

e AL PAT@ Y h& 909 oo Phs “TOLE ATT4 ChIATT NEL:

ATl 6
X 4.0 Pov- @ FHNG Pov. £ NG Pov- @ oG
428 OCAT4Lh L2 QCtLhF L2e ACtLht
Plhhes for CFTUCT RLE ASYTT 4 Aehhs ALAT ATIYTF ah AT T
ekl ehns,
ML RIC ANYE TG
N aw. @915 e AL :
i PAT @S hLARY®  owThen 100.00 50.00 50.00
INEE
mE aveel PIC QTS CanG
Qhav. 224 Qa0 Ao
2 Nomdcd e et 100.00 50.00 50.00
ATLICA 620097
Ay Emge  LLE €T
haoesi o3¢ hyal okt
2 | (ae Ay BE TP @y 100.00 50.00 50,00
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{ : Reason for payments in Birr
No Service sector
New license Renewal Replacement
I | Medicine Purchase license for hospital 400.00 400.00 400.00
2 Medicine Purchase license for health center 400.00 400.00 400.00
3 Medicine Purchase license for clinic 400.00 400.00 400.00

4. Rate of Service fees for Health Professionals Registrati | Li

Schedule S .
T 1
For new For re-newel of o.rep a.ce
: ¢ : : p : registration
' No Educational level of the Professional registration and registration and
| ' > R . o and license in
license in Birr license in Birr :
Birr
}' 1 | Specialist Doctor and PhD 100 : 50 50
"2 | Medical Doctor ' 100 50 50
3 | Second Degree 100 50 50
4 | First Degree 100 50 50
5 | Diploma 100 50 50
6 | Certificate 100 50 50

For new For re-newel of loi::g:if:l
No Educational level of the Professional registration and registration and angd licends
license in USD license in USD in USD
1 | Letter of good standing 100.00 50.00 50.00
2 | For a form to be filled by the requesting 100.00 50.00 50.00
country where the health professionals is to be
employed
3 | For registration of foreigners any level health 100.00 50.00 50.00
professionals who will stay and practice more
than three months in Ethiopia
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7. P _0f VIC_a-0T 010 0L 0f o VIC 0Ah (mI0eT me-s (C_AETPTC PoThia

PhIAINCT hE s
Al 8
& P91 LT rhee oom? (1C
1 AATE %L°7T & R1C 0T A0 910 RPTC (147 10
2 | AL 9L 1AL & AIC o-OT A“L10 ° RPPC F7F AC ANC 4
hethéd.ao: Hen16 DAL TATS P°CT 92T 74 he e
3 | o& o AIC A°2Ah CHhO07CT 9°CT &PTC 07 4.50

8. v f avw-= (CT AL A°LhYL oL VIC a-OT AL 20LB35+G Powf it Té& 0PPT

PG AP amdsf nAP-EhAS PhaAP-Lthh 76 0P 2T A0S AhdhET ETPTC Pha-CTAY

ACET PRIAINCT hE0:

Al 9
+.& P9t 3L Phee oom? (AC
1 | ®o&3%1G Pt 7o 0P PT 350.00
2 | Pahhg°G oo AP wALPT 350.00
3 | Pha%2-tha Pha“2tha 76 02 PT 350.00
4 | rear 700.00
5 | PAdhGT RPTC (0 @ A“L0M) 150.00
6 | AA@-CTAT CoPF 350.00

9. o PGS avw-a (ICTF AL A" hYe 0L o VIC_AlAL _omLB44G P& Byt T6 P PT:

Paahgeg 1AL awdsf: hAPLhaS PhaPLthh 76 0P LTS PO £PTC PRAIAINT hef:

A2méic 10
+.& | Pt L7 PheP aom? (AIC
1 | &G Pt 7o 0FPT 150.00
2 | PAhNY°G avlA1 P ALPT 150.00
3 | Pha“l-tha Cha%l-tha 176 0.9 2T 150.00
4 |t 300.00
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No Types of input Fee in Birr
1 | For control of one item of food which is imported in ton 10
2 | For more than one imported item food control the services fee ten birr per ton and an 4
additional fee for each extra item
3 | For control of export products in tone 4.50

‘No Type of input Fee in Birr
1 | Medicine and medicine raw materials 350.00
2 | Medical devices 350.00
3 | Cosmetics and cosmetics raw materials 350.00
4 | Tobacco ’ 700.00
5 | Dead body control (to be export) 150.00
6 | Airplane fumigation 350.00

Type of input
No Fee in Birr
1 Medicines and medicine raw materials 150.00
2 Medical devices 150.00
3 Cosmetics and cosmetics raw materials 150.00
4 Tobacco 300.00




1%
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SAAFAB

bl 126 oM &vC RE vC & 7 EAE 9.9

10. Qo-P 0IC _P797F P9 onfe B3yt PhI°T amA1P amdses haP-khh h02f ohd AP}

2L ATITTT Cohd Ao-Ti Ta"T4 ohd AN HI: ARLATS ATh PAIAINCT hEL:

ATl 11
T | loP 29717 +29° ohA AP avs P Poh.A +an"94 ohA ALAT oLy

Aae?} (PHCS ‘5.6'1'7‘) 2LHh ekh04, Ao-p NA“1 oo WA +h
NehN4 1ekN4 Nek04

1 PN 9°Ct+ 50.00 50.00 50.00 50.00
2 | Panlyt 9°CT 50.00 50.00 50.00 50.00
3 | Cchl9°G av )N\ P av(P P 50.00 50.00 50.00 50.00
4 | P02 h0 9°CT 50.00 50.00 50.00 50.00

11, APz aSyT: PG aviAlf awdsfs baTEhd Aol ANYE PLow 99277

ANet: PATET POTT BHC PLov ML e (1L 99171 0L PAIANCT W es

AImléir 12
+.¢ eIN% T 3L+ AmEanie A0 MAC | AVATE 28 | A0S 210 04C
~ afc
1 ao @75 -} 400 500 600
2 | o9 350 450 550
3 | PahhgeG avAP v e P 350 450 550
4 | hA9°-EhN 350 450 550

12. A%z _on &P t: Pahg=T avidlf awdses haP-thd A“?0o01A)

APT AT ARINTT ARYT U0 ChIATDCT NG e

ANT L Q9°172: AL

Al 13
. P09t AQIE 9°177 | A9 o1 aPs ARYOHT
15T e APhe-T Goot | ARYT | ARV (MIC
¢ ¢
1 | 07 A9 Pme. DT 1500 1000 1000 750
A ANLaaT0 PUULNLAND 750
0 1000
T 2100 1000
A% oDyt AawEavig 750
00 1000 1000
3 |k AIC a-ar A0 o
4 |70 1300 870 870 650
5 | 09T aolAe avdse P 1300 870 870 650
6 | PATihh 1300 870 870 650
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No | Agent for the institution in For the first time Agency Registration Renewat |
foreign based (type of in USD replacement in | additional agency in or
sector) USD USD replace

ment in
USD
1 | Food product 50.00 50.00 50.00 50.00
2 | Medical product 50.00 50.00 50.00 50.00
"3 | Medical devices and equipment 50.00 50.00 50.00 50.00
4 | Cosmetics product 50.00 50.00 50.00 50.00
1.

For the first time in For the second For the third time iz |
No Type of input Birr time in Birr Birr
1 | Medicine - 400 500 600
2 | Food 350 450 550
3 | Medical devices and equipment 350 450 550
4 | Cosmetic 350 450 550
12,

" No Type of input For dossier Re-registration in Major Minor
evaluation in Birr every four yearsin | variation in | variation
Birr Birr in Birr
1 | Generic Medicine 1500 1000 ° 1000 750
2 G.enerl.c Medicines with 2100 1000 1000 750
bioequivalence
3 | New medicine 2100 1000 1000 750
4 | Food 1300 870 870 650
5 | Medical devices and equipment 1300 870 870 650
6 | Cosmetic 1300 870 870 650
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e
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2 | APIPS @A 1e P ACTLIT 250.00 200.00
3 | PamANY®  hovld ot QCHTI 99497048, 250.00 200.00
AC-Fé.hr
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No Types of Service Fee in Birr

1 | For monitoring proper disposal and to prepare certificate 1450.00

N.B: if the work takes more than a day the allowance will be calculated as per the number of days the professional stay.

’ for the renewal in
No Type of certificate for the Brst fime every thrf:e years
in Birr i b
1 Certificate of pharmaceutical products 1 250.00 200.00
2 Medical supplies free sale certificate : 250.00 200.00
3 Good Manufacturing Practice 250.00 200.00

; Fee in USD
No Types of Service " New Renewal
1 To open branch office in Ethiopia for a foreign based medicine | 100 50
manufacturers
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oo | A4P 9°0C-P RICT 7400.00
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AP KT Nbrd °CHTFo? Aol 0L VIC oOT A0 3500.00
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No Sector for consultancy service for the first for for replacement in
time in Birr renewal in Birr
Birr
1 Sectors under the control of the authority 200.00 100.00 100.00

No ' Type of service Fee in
USD
1 For one production institution one production place Up to two production line

A East African countries 5400:00

B Other African countries except east African countries 6930.00

C Middle east countries 7750.00

D Far east countries 7400.00

E Latin American Countries | 8950.00

To conduct desk audit for the companies that have been granted with certificate of | 3500.00
good manufacturing practice through strong regulatory authorities and are interested

k to import their products in to the country
To inspect manufacturers in Europe which are not given good manufacturing | 7750.00
G practice certificate by strong regulatory authorities

H To inspect manufacturers in North America which are not given good manufacturing | 8950.00
practice certificate by strong regulatory authorities.

2 If the production line have more than four, for each additional one line 1500.00
3 Control for good manufacturing practice if the manufacturing companies having products in
different towns within one site in a country
A Warehouse for raw materials and finished products 3000.00
B For packaging of finished product, quality control and distribution license 2500.00
C Quality control and distribution license 2000.00
4 Any priority of service in relation to medicines registration Based on
each  fee
double

payment




1% ZRNZEIGE  AREA 16T onm &TC RE C E 7 EAE %97

18. £aho°S ov-hé. RTPTC PAANCT S P

D 19

Tk Pmhe°S ov-he Phef omom?
g L)
1 | baonl eo &3y AL PNy eamhgeS ov-he 2150.00
o | MA@l & 30T AL CLNLE PG ovdide 73000.00
AOT PNIPS @ AP aALePTr FaaTIé PUTT ARPEG ALT
3 | AL @S AIACT Po-A POART AL Perhle eamhs 1500.00
ov-hié-
1N9°G ov-hee AL ATLPCA PAD-T TLE Adme ENLIAG cowl )P
4 500.00
avry
g | AONT ovhe FAA RCTT 0L “I-thhe Wy 100.00
} - / 20
19. AGe &AL N0 : A9 UG AD-T PANLFE F°Comd. PRIANCT NEE
120 0
+.& P°110 avAh, P Phe e aom?
neans,
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8.
No Clinical Trial Service Fee in
USD
1 Clinical trial to be conducted on registered medicines 2150.00
2 Clinical trial to be conducted on un registered medicines 3000.00
’ 3 .Clinical trial to be conducted on otl}er medical su.ppliefs and equipment, food supplement 1500.00
.items, vegetable and other community health services input.
4 Chaﬁge request.on clinical trial if the change is tephnical and major 500.00
- Minor correction or amendment for clinical trial 100.00
No | ' Type of registration Fee in USD
1 Medicines to be imported
A New Registration 924
B Re- Registration 924
C Variation 924
2 New local pharmaceutical products Fee in Birr
A | New Registration paze 1000
B | Re-registration | 500
C | variation 500
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| 9.5 NThIC 649%1-¢h (Adear 4A.0) 250.00
9.6 ATHTCE-+721¢h (FAAC) 300.00
9.7 3216701 6h (w7 200.00
hb L :

10.1 J- L1672t ¢h 100.00
10.2 hC?949¢-8.0 175.00
10 10.3 AThTCe+221¢h 150.00
10.4 J 21421 ¢h hhhatont? oc 150.00
10.5 WEC?Y-+e-4.h hxhotent? 2¢ 225.00
10.6 AThTCEA221¢h hhhalehi? oC 200.00
AT FPCanl- P
11.1 N°9L4P Pavdyin LU 30.00
11.2 LhT 15.00
1 11.3 end.Zhhi/avOC 15,00
11.4 PACTOT oMy 50.00
11.5 Povo-A 1 AT 15.00
11.6 eohhAS hNL-1- 15.00
11.7 PavPpon, avPpl- avm’y 50.00
FLhC Gt-deZhi g°Cove.
12.1 “12hc a¢-aZhA AnL 150.00
12 12.2 koAt 200.00
123 £9760CLLA 0N} J°Camd. 150.00
12.4 Qb6 LA A T&FNOT 150.00
PhIRI® go°Cani.
- 13.1. €9 eom’ < 35000 150.00
13.2. 20 enm} 35001-150000 175.00
13.3. P enmd> 150000 200.00




13,3, Batch size > 150000

Schedule 21
No Test parameters Fee in USD
1 Physical characteristics:
Appearance, Description, Presentation, Color and Clarity of solution 15.00
4 Uniformity of Mass:
2.1. Tablets 20.00
2.2. Capsules 25.00
3 Identification (color test)
3.1. Two or less reagents 30.00
3.2. More than two reagents 40.00
4 Identification (other than color test)
UV-Vis 30.00
HPLS, TLC, GC, AAS, FTIR 50.00
5 Related Substances:
5.1. Chromatographic (HPLC) 125.00
5.2. Chromatographic (TLC) 50.00
6 Uniformity of Content:
6.1. Chromatographic (HPLC,GC) 300.00
6.2. Spectrophotometric (UV-Vis) 250.00
7 Limit test 50.00
8 Optical rotation 50.00
9 Dissolution:
9.1. Chromatographic (Normal) 250.00
9.2. Chromatographic (Slow Release) 300.00
9.3. Chromatographic (Comparative) 400.00
9.4. spectrophotometer (Normal) 200.00
9.5. spectrophotometer (Slow release) 250.00
9.6. spectrophotometer (Comparative) 300.00
9.7. Titrimetric (Normal) 200.00
10 Assay:
10,1. Titrimetric 100.00
10.2. Chromatographic 175.00
103. spectrophotometer 150.00
10.4. titrimetric with Extraction 150.00
10.5. chromatographic with extraction 225.00
10.6 spectrophotometer with extraction 200.00
11 Other tests :
11.1. loss on drying 30.00
11.2. pH 15.00
11.3, Friability 15.00
11.4, Moisture Content 50.00
11.5. Fill volume 15.00
11.6. Average weight 15.00
| 11.7. Melting point 50.00
12 Microbiological analysis :
12,1, Microbiological Assay 150.00
12.2. Sterility 200.00
12.3. Microbial limit test 150.00
12,4, Bacterial Endotoxins 150.00
13 Condom testing :
13,1, Bateh size < 35000 150.00
13,2, Batch size 35001 ~ 150000 175.00

200.00
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s

21. Rate of Service fees for food laboratory taste

Schedule 22
" No Test parameters Service fee in
USD

1 Physical test 5
E 2 Moisture 10
3 Ash 15
4 | Acidity 15
5 Solubility 10
6 Microbiology 70
7 Protein 40
8 Total carbohydrate 15
9 Acid insoluble ash 20
10 Vitamins (each) 60
11 Crude fiber 25
12 pH 10
13 Metals (minerals) each 40
~ 14 | Alcohol 20
15 Total solid 10
16 Specific gravity 10
" 17 | Fat 35
18 Refractive index 10
19 Fatty acid profile (each) 60
20 Water insoluble ash 10
~ 21 | Sulphates 20
22 Alkalinity 15
23 [ Iodine 20
24 Insoluble impurities 15
. 28 Soap content 20
26 Saponification value 20
27 Iodine value 20
28 Free fatty acid 20
29 Unsaponifable matter 25
30 Melting point 10
31 Sodium chloride (NaCl) 26
32 | Peroxide value 20
33 Pesticide residue (each) 80
34 | Aflatoxine (each) 65
35 | Antibiotic residue (each) 75
36 | Heavy metals (each) 40
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